Topic Area PACE Regulations PACE Protocol
Program Purpose- | The regulatiions:s scope and purpose Core values of a PACE provider-s
"460.2 include the core vaues specified in the philosophy:
protocoal, to:
(1) Enhance the qudity of lifeand (1) Enhance the qudlity of lifeand
autonomy for frail older adults. autonomy for frail older adults.
(2) Maximize the dignity of, and respect (2) Maximize the dignity of, and respect
for, older adults, for, older adults,
(3) Enablefrall, older adultsto liveinthe | (3) Endblefrall, older adultsto livein the
community as long as medicaly and community as long as medicaly and
socidly feesble socidly fessble.
(4) Preserve and support the older adult:=s | (4) Preserve and support the older
family unit. adult=s family unit.
PACE Ddfinitions- | Theregulations usestheterm PACE The protocol usestheterm PACE
"460.6 organization to refer to the PACE entity | provider to refer to the PACE entity
that has in effect the program agreement under the demondration.
to operate a PACE program.
*The regulations define trial period as The PACE protocol definesthe term
the firg three yearsin which aPACE trial period as one up to three yearsin
organization operates under a PACE length during which the PACE provider
program agreement, including any mesets dl the requirementsin operating a
contract year the entity operated under a | PACE program except that financid risk
walver demondration. is shared between the provider and the
federa and state governments based on
the arrangement developed by HCFA.
*The regulations include additional
definitions and definitions unique to
permanent PACE organizations. The
additiond include defining a PACE
Center, aMedicare beneficiary, a
Medicare participant, aMedicaid
participant, contract year, a PACE
program agreement, services, and sate
adminigtering agency.
Application The regulations include detalled In generd, these requirements are not
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Requirements -
"* 460.10 - 460.24

requirements for receiving PACE
gpplications and evauating those
applications.

* An interested PACE organization must
submit a complete application to HCFA.

* Applications must include the service
area designation.

* Applicatiions must include State
assurances.

*Time frames are s&t forth for receipt and
evauation of permanent provider
goplications.

*Limits are st forth for the number of
PACE program agreements.

*Priority condderation is given to exising
PACE demongtrations, and special
condderation is given to certain entities
expressing interest before a given date.

gpplicable to demonstrations operating
under the PACE protocol.

*|nterested PACE organizations apply

for demondtration waivers under * 1115
and * 222 of the Socid Security Act.

* Demondration gpplications and
contracts must designate a service area.
*PACE providers enter into contracts
with the federa and state adminigtering

agencies to operate a PACE program.

Not applicable.

Not applicable

Not applicable

Program
Agreements -
" "460.30 - 460.54

Similar to the Protocol, PACE
organizations must enter into an agreement
with HCFA and State administering
agencies.

*Unlike the protocol, a three-way
agreement, called the program
agreement, is gpecified in the regulaions.

*The regulations mirror the dements
which must be included in the program
agreements, and provide additiona
specificity (for example, a description

The protocol requiresformal contracts
with federad and state administering
agencies.

*The protocol setsforth critica dements
to be addressed in the forma contracts.

*Critical dementsinclude: Provider
organization, participant rights, digibility,
enrollment disenrollment policies, service
definitions, coverage and arrangement,
quality assurance, relmbursemern,

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
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of grievance and appeals process, adminigration, and Provider termination.
levels of performance on required
standard quality measures, and * The protocol does not address
additional optional €lements). contract time frames, sanctions, and
*The regulations include detailed other enforcement actions.
requirementsin the areas of program
agreement time frames, sanctions, other
enforcement actions, and terminations. * The protocol specifies reasons for
*The regulations provide further detal provider termination.
with respect to reasons for termination,
trangtion care plans, and specific
termination procedures.
Adminidrative The regulations require the PACE The Protocol requires a PACE provider
Requirements - * organization: to:

460.60 -460.62

*To be apublic or private not-for-profit
entity.

*To employ adirector responsible for
oversght and adminidration of the entity.
The regulations use the term Program
Director.

*To employ amedicd director.

*To have a current organizationa chart
including the names of the organizatiorss
officids and illugrating the reationship of
the entity to the parent, affiliate, or
ubsdiary.

*To have agoverning body or
designated person functioning asthe
governing body Awith full legd authority
and respongbility.@ The function of the
governing body are further detailed.

*To edablish amultidisciplinary team.
*To have a PACE center.

*To ensure community representation on
issues related to participant care.

*To be apublic or private not-for-profit
entity.

*To employ aProject Director
respongble for oversght and
adminidration of the entity.

*To employ amedica director

*To make available a current
organizationd chart including the names
of the organizatiorrs officids and
illugtrating the relationship of the entity to
the parent, affiliate, or subsdiary.

*To have a policy making body to
oversee operations and administer
resources.

*To establish amultidisplinary team.
*To have a PACE center.

*To ensure community representation is
provided on issues of program
management and participant care.

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
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* To establish a consumer advisory

committee to provide advice to the

governing body on matters of concern to

participant.
Personnel The regulations set forth detailed The PACE protocol refersto state
Qudifications-* qualification requirements for physicians, | licenang and certification requirements,
460.64 and absent State requirements, but does not specify any further

qudificationsfor: personnel requirements.

*registered nurses

*social worker

*physca therapist

* occupational therapist

*recregtiond thergpist or activities

coordinator

*dietician

*drivers
Traning - The regulations require the PACE The PACE protocol does not specify
" 460.66 organization to: requirements for training of PACE

personnel.

*provide training to maintain and improve

the skills of each gaff member.

*deveop atraining program for each

persona care attendant.
Program Integrity - The regulations specify that a PACE The PACE protocol specifiesthat the
" 460.68 organization must not employ or contract | PACE provider must not have any

with individuas agents or management saff:

*with criming convictions *convicted of crimind convictions

*with direct or indirect interest in *have any direct or indirect interest in

contracts (Under the regulations, waiver any contract.

are permitted in limited circumstances).
Contracted Services | Theregulations refer to contracts as The PACE protocol requires the PACE
- opposed to subcontracts. Smilar tothe | provider to establish sub-contracts for
" 460.70 protocol, the regulations require the sarvices not delivered directly by the

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
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PACE organization to have written
contracts with outside organi zations that
furnish adminigtrative or care-rdated
services not provided by the PACE
organizetion.

Specificdly, the regulaions:
* Specify overd| contract requirements.

*Requirethat alist of contractors be
available at the PACE center.

*Require the PACE organization to
furnish acopy of each sgned contract for
inpatient care to HCFA and the State
adminigtering agency.

* Specify content requirements of
contracts

PACE provider.

Specificdly, the protocol:

* Specifies overdl subcontract
requirements.

*Requiresthat alist of subcontractors be
available at the PACE center.

*Requires the PACE provider to furnish
acopy of each signed contract for
inpatient care to HCFA and the State
adminigtering agency.

* Specifies content requirements for
subcontracts

Physicd Environment

The regulations specify detalled
requirements for the following arees.

The protocol requires a PACE provider
to have facilities and equipment that meet

" 460.72 applicable State requirements.
Not addressed in the protocol.
*SPACE and equipment, including
requirements for safe design, primary
clinic, and equipment maintenance.
*Fire Safety, including exceptions. Not addressed in the protocol.
*Emergency and Disaster Preparedness, | Not addressed in the protocol.
including requirements for emergency
training, availability of emergency
equipment, and annua test of emergency
and disaster plan.
Infection Contral - The regulations require the PACE The PACE protocol does not address
" 460.74 organization to follow accepted policies infection control procedures.

and standard procedures with respect to
infection contral, including a leest the
standard precautions developed by the

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
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CDC. Theregulations dso establish
requirements for an infection control plan.

Trangportation
services -
" 460.76

The regulations specify transportation
requirements in the following arees:

*Sofety, bility, and equipment.
*Maintenance of vehicles.

* Communication with the PACE center
*Traning

* Changes in the care plan

The PACE protocol does not address
trangportation requirements.

Dietary Services-
" 460.78

The regulations establish med
requirements such that the PACE
organization:

*Provides each participant with a
nourishing, paatable, well-balanced med
that meets the nutritiond and specid
dietary needs of the participant.
*Provides substitute foods or nutritiona
supplements to participants that have
specified problems.

*Provides nutrition support, if required by
the participant=s medical condition or
diagnosis.

*Must abide by requirements to ensure
Sanitary conditions.

The PACE protocol does not address
medl requirements.

Fiscad Soundness -
" 460.80

Theregulations require a PACE
organizaion to have afiscaly sound
operation, with regard total assets, cash
flow, and net operating surplus.

*PACE organizations must aso have an
insolvency plan and arrangementsto
Cover expenses.

The PACE protocol contains smilar
requirements that the PACE provider
have afiscaly sound operation.

*Under the protocol, PACE providers
aso mugt have an insolvency plan and
arrangements to cover expenses.

Marketing -
" 460.82

The regulations specify the information
that must be contained in aPACE

The protocol specifies the information
that must be contained in aPACE

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
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organizatiors marketing materiads. These | provider-s marketing materids.
requirements are consstent with the
protocol.
Theregulation aso: The protocol aso:
* Edtablishes procedures which require dl | *Reguires dl written marketing
marketing materids be reviewed and information be approved by HCFA 30
approved by HCFA before didtribution, days after receipt.
including any revised or updated materid.
HCFA is permitted 45 days from receipt
of the information to review and gpprove
marketing materias
* Specifies language requirements.
The protocol does not address language
*Details prohibited marketing practices. requirements.
*Details prohibited marketing practices.
*Requires PACE organizations to have a
mearketing plan. *Requires PACE providersto have a
marketing plan.
PACE benfits - The regulations specify that if aMedicare | The PACE protocol:
" 460.90 beneficiary or Medicaid recipient chooses
to enrall in aPACE program, they:
*are not subject to Medicare or Medicaid
benfit limitations ( i.e,, anount, duration, | *datesthat dl usud limitations and
and scope of services, deductibles, conditions for covered services are
copayments, coinsurance, or other cost- | waived.
sharing).
*must receive Medicare and Medicad
benefits soldly through the PACE *dates that participants enrolled in
organization. PACE must accept PACE as hisher sole
sarvice provider and its multidisciplinary
team as his’her sole case manager.
PACE sarvices- * The regulations require that the PACE The protocol specifies that, aminimum,

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
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460.92 benefit package to include the following the PACE service package shall provide

sarvices. the following services.

*dl current Medicaid and Medicare

*dl Medicaid State plan services services

*nurdng facility care *nurang fadility care

*multidisciplinary assessment and *multidisciplinary assessment and

trestment planning. trestment planning.

*primary care *primary care

*sociad work services *socid work services

*restorative therapies *restorative therapies

*persona care and supportive *persona care and supportive services

sarvices *nutritional counseling

*nutritional counsgling *recreationd therapy

*recregtiona therapy *trangportation

*transportation *medls

*meds *medica specidty services

*medica specidty services *|aboratory tests, x-rays, and other

*|aboratory tests, x-rays, and other diagnostic procedures

diagnostic procedures

*drugs and biologicds *drugs and biologicds

*prosthetics, orthotics, durable medica *prosthetics, orthotics, durable medical

equipment, corrective vison devices, equipment, corrective vison devices,

hearing aids, dentures, and repair and hearing ads, dentures, and repair and

maintenance of these items. maintenance of these items

*acute inpatient care *acute inpatient care

*other services determined necessary by | *additiond services determined

the multidisciplinary team. necessary by the multidisciplinary team.
Required Services The regulations specify that, except for The protocol specifies that the PACE
for Medicare Medicare requirements that are waived sarvice package includes, but is not
participants - for the PACE program, the PACE limited to dl covered Medicare and
460.94 organizatiors benefit package must Medicaid services.

include the hospitd insurance and
supplementa medical insurance described
in the regulations.

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
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The regulations specify the pecific The protocol statesthat al usua
regulatory provisonsthat are waived. limitations and conditions for covered
They include: sarvices are waived.
*regulatory provisons which discuss
limitation on coverage of inditutiond
sarvices,
*regulatory provisonswhich rdaeto
payment for benfits,
*regulatory provisonsthet limit coverage
of extended care services,
*regulaory provisons which impose a
three day prior hospitdization requirement
for extended care services, and
*regulaory provisonsthat may prevent
payment for PACE program servicesto
PACE participants.
Excluded services- | The regulations specify servicesthat are | The protocol specifies thet the following
" 460.96 excluded from coverage under PACE, sarvices are excluded:
induding:
*any service not authorized by the *any sarvice not authorized by the
multidisciplinary team, except for an multidisciplinary team, except for an
emergency, emergency,
*private room, private duty nursing, and *private room, private duty nursing, and
non-medicd itemsin an inpatient fadility, non-medicd itemsin an inpatient facility,
unless authorized, unless authorized,
*cogmetic surgery, except in certain *cogmetic surgery, except in certain
circumstances circumstances,
*experimenta medicd, surgicd, or other | experimenta medical, surgicd, or other
health procedures, and hedlth procedures, and
*sarvices furnished outsde the United *sarvices furnished outside the United
States, with certain exceptions. States, with certain exceptions,
Not specificdly mentioned in the * services rendered in a non-emergency

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
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regulations. Setting or for a non-emergency reason
without authorization,
* prescription and over-the counter drugs
Not specificaly stated in the regulations. not prescribed by the PACE provider
physician,
Not specifically stated in the regulations. | *carein agovernment hospitd (VA,
federal/State hospital) unless authorized,
Not specificaly stated in the regulations. | and
*sarvice in any county hospitd for the
trestment of tuberculosis or chronic,
medicaly uncomplicated drug
dependency or dcoholism.
Sarviceddivery - * | Theregulationsrequire PACE The protocol requires PACE providers
460.98 organizations to establish awritten planto | must provide its participants with access

furnish care that meets the needs of its
participantsin dl care settings 24 hours a
day, every day throughout the year.

Theregulations dso st forth detailed
information on provison of services, such
that:

*The PACE organization mugt furnish
comprehensive medica, hedlth, and socia
sarvices that integrate acute and long term
care

*The PACE organization must furnish
services in the PACE center, the home, or
inpatient fadility,

*The PACE organization provide
minimum sarvices to be furnish in each
PACE center (primary care, socid
services, restorative therapies, persona
care and supportive services, nutritional
counsdling, recreationa thergpy, and
meals).

*The PACE organization isrequired to
operate at least one PACE Center inits

to medica care and other services, as
applicable, 24 hours per day, 7 daysa
week, 365 days per year.

The protocol dso sates the following:

*PACE isacomprehensive hedth and
socid services ddivery system which
integrates acute and long term care
SEVices.

The PACE d&ff provides servicesin dl
Settings which may include, but are not
limited to the PACE Center, the home,
and inpatient facilities.

*The PACE Center must provides the
following minimum services (primary
care, socid services, retorative
therapies, persond care and supportive
sarvices, nutritiona counsdling,
recreationd therapy, and medls).

* The PACE provider must operate at
least one PACE Center in its defined

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
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defined sarvice area with sufficient sarvice areawith sufficient capacity to
capacity to alow routine attendance by alow routine attendance by participants.
participants. The PACE provider must ensure
*The PACE organization must ensure adequate and accessible services to meet
adequate and accessible servicesto meet | the needs of its participants, including
the needs of its participants, including increasing the number of Centers, Saff,
increasing the number of Centers, saff, or | or other services.
other services. Center attendance is determined by the
*Center attendance is determined by the | multidisciplinary team, based on needs
multidisciplinary team, based on needs and preferences.
and preferences. Does not spesk to this requirement.
*The PACE organization may not
discriminate againgt any participant. *Center attendance is determined by the
multidisciplinary team, based on the
needs and preferences of each
participant Center attendanceis
determined by the multidisciplinary
Center attendance is determined by the
multidisciplinary
Emergency Care - The regulations require the PACE The protocol defines an emergency, but
" 460.100 organization to have a written plan to does not require awritten plan for how
handle emergency care. to handle emergency care.
The regulations dso: The protocol:
*Further define emergency care according | * Does not reference a prudent layperson
to a prudent layperson definition. definition.
*Require explanations on how to access
emergency care be provided to *Does not speak to this requirement.
participants.
*Require on-call providers 24 hours a
day and coverage of urgently needed out- | *Does not speak to this requirement.
of-network and post-stabilization care
SENViCes.
Compostion of The regulations require the PACE The protocol establishesthat the
Multidisciplinary organization to establish amultidisciplinary | multidisciplinary team must be comprised

team - " 460.102(a)

team composed of at least the following

of the fallowing members.

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
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and (b) members:
*primary care physician *primary care physician
*registered nurse *nurse
*socid worker *socia worker
*physicd therapist *physcd therapist
* occupational therapist * occupational therapist
*recregtiona thergpist or activity *recregtiona thergpist or activity
coordinator coordinator
*dietician *dietician
*PACE Center manager *PACE Center supervisor
*home care coordinator *home care liaison
*persona care attendant of hisor her *hedth workers/aides or their
representative representatives
*driver or hisor her representative *driver or their representatives
Rolesand With respect to multidisciplinary teams, The protocol states that the
Responsihilities of the regulationsinclude the following: multidisciplinary team authorizes PACE

the Multidisciplinary
team -

*460.102(c), (d),
and (e

*Primary medical care must be furnished
by the primary care physician and further
defines therole of primary care
physicians.

* Sets forth the respongibilities of the
multidisciplinary team, induding requiring
that team members serve primarily PACE
participants.

*Requires a PACE organization to have
documented internal procedures
governing the exchange of information
among team members.

covered sarvices which meet the specific
needs of the participant. In addition:
*Primary medicd careis furnished by the
primary care physician(s) to dl
participants.

*The multidisciplinary team, must serve
primarily PACE participants.

*Does not speak to this requirement.

Organization of the
Multi-disciplinary
team - * 460.102(f)

The regulations require that the following
members of the multidisciplinary team be
employees of the organization:

*primary care physcian

The protocol states that the following
members of the multidisciplinary team be
employees of the PACE provider or
Center:

*primary care physician

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
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*registered nurse *nurse
*social worker *social worker

*recregtiona thergpist or activity
coordinator

*PACE Center manager

*home Care Coordinator

*PACE Center personal care attendant

*recregtiona therapist or activity
coordinator

*PACE Center supervisor

*home Care liaison

*PACE Center hedlth workers/aides

Waivers of
requirements for the
Multidisciplinary
team - "460.102(g)

The regulations grant specific authority to
HCFA and the State administering agency
to:

*walve the requirement that
multidisciplinary team members be an
employee of the PACE organization
*waive the requirement that the primary
care physcian be an employee of the
PACE organization

The regulations also set forth procedures
governing submission of waiver requedts.

The protocol generdly statesthat, at the
request of the provider, HCFA and the
State Medicaid agency shal have the
authority to waive specific requirements.

Participant
Assessment -
" 460.104

The regulations require PACE
organization to do the following:
*Conduct an initid comprehensve
assessment of each participant,

*Ensure that, as part of theinitid
comprehensive assessment, each member
of the multidisciplinery team evauates the
participant in person and develops a
discipline-specific assessment,

*Permit other professona disciplinesto
be included in the comprehensive
assessment process.

* Require the comprehensive assessment
criteriato indude a number of minimum
factors.

*Require the multidisciplinary team to
consolidate discipline specific assessments

The protocol requires the PACE
provider to do the following:

*Conduct an initial assessment of each
participant,

*Ensure that, as part of theinitia
comprehensive assessment, each
member of the multidisciplinary team
eva uates the participant in person and
devel ops a discipline-specific treetment
plan,

*Permit other professiona disciplinesto
be included in the comprehensive
assessment process.

*Does not speak to this requirement.

* Require the discipline specific treatment

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
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into asingle plan of care, which must be plans be documented in the participant:s
updated with any reassessments and medicd record, and at least on a semi-
documented in the participant=s medical annud basis, consolidated into asingle
record. plan of care.
*Require periodic reassessments on a
semiannud basis by the primary care *Require periodic reassessments on a
physician, registered nurse, social worker, | semiannud basis by the primary care
recreationa therapist or service physician, nurse, socia worker,
coordinator, and other team members recregtiona therapist or activity
actively involved in the participants plan of | coordinator, and other team members
care. actively involved in the participants plan
*Requires annua reassessments by the of care.
physica thergpidt, dietician, and home *Requires annua reassessments by the
care coordinator. physicd thergpidt, dietician, and home
* Requires reassessments based on a care liason.
change in the participant=s satus or & the | *Requires reassessments based on a
request of the participant, change in the participant=s status or &t the
*Requires procedures for resolutions of request of the participant.
requeststo initiate, diminate, or continuea | *States that the treatment planis
particular service, discussad and findized with the

participant and/or hishher sgnificant
others.
Plan of Care - The regulations contain detailed The protocol is not as detailed asthe
" 460.106 requirements governing the content, regulations. 1t specifiesthe following

implementation, evauation, and
documentation of the plan of care:

*The plan of care must specify the care
needed to meet the participant=s medicd,
physica, emotiond, and socid needs, as
well as measurable outcomes to be
achieved.

*The team mugt continuoudy monitor the
participant-s health and psychosocia
datus, as well asthe effectiveness of the
plan of care.

with respect to the treatment plan/ plan
of care:

* Services are authorized to meet the
specific needs of the participant. The
team implements the trestment plan by
providing services directly and
supervisng delivery of services provided
by contract providers.

*The team mugt continuoudy monitor the
participant=s hedlth and psychosocia
datus, as wel as the effectiveness of the
treatment plan

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
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*On a least a semi-annual basis, theteam | *On at least a semi-annud basis, the
must reevauate the plan of care, including | team must consolidate discipline-specific
the defined outcomes, and make changes | plansinto asingle plan of care.
as necessary. *The team must collaborate with
*The team must collaborate with participants or caregiversin the
participants or caregiversin the development, review, and reevauation of
development, review, and reevauation of | the plan of care.
the plan of care. *The team must document the trestment
*The team must document the plan of plan in the participant=s medical record.
carein the participant=s medical record.
Bill of Rights - The regulaions require: The protocol specifies aformal
" 460.110 * A PACE organization have awritten bill | Participant Bill of Rights, posted in a
of rights, prominent place in the PACE center (in
* Provide an explanation of thoserightsto | English and any other predominant
participants, and language), and which is oraly reviewed
* Protect and provide for the exerciseof | With the participant and family at
those rights. enrollment. A copy isincluded inthe
member handbook given a enrollment.
Specific Rightsto The regulations specify that aparticipant is | The protocol specifies participant rights
which aparticipant is | afforded theright to: inthefollowing aress
entitled - *Respect and nondisimination *Respect and nondisiimination
" 460.112 * Information disclosure * Information disclosure
*Choice of providers *Choice of providers
* ACCess to emergency services * ACCess to emergency services
*Participation in trestment decisons *Participation in trestment decisons
*Confidentidity of hedth information *Confidentidity of hedth information
*Complaints and appeals *Complaints and appedls
Redraints- The regulations specify that PACE The protocol does not address the use of
" 460.114 organization must limit the use of physicd | restraints.

or chemicd participant restraints to the
least redrictive and mogt effective method
avaladle.

*The regulations dso define physicd and
chemicd redtraints, and require that the
use of aredtraint meet certain conditions

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
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on time of use and safety, aswell as
restrained participant monitoring.

Explanation of The regulations specify that a PACE The protocol specifiesaforma

Rights- organization must: Participant Bill of Rights, posted in a

" 460.116 * have written policies and proceduresin | prominent place in the PACE center (in
place to ensure that participants aswell as | English and any other predominant
daff understand the rights above. language), and which is ordly reviewed
* explain the rights to the participant at the | with the participant and family at
time of enrollment. enrollment. A copy isincluded in the
* gt conditions on the display of member handbook given at enrollment.
participant rights (language, prominence)

Violation of Rights | The regulations require that procedures The protocol does not address

" 460.118 exigt to respond to and rectify violations procedures for responding to and
of rights. rectifying participant rights violations.

Grievance Process

The regulations detail requirementson a

The protocol requires the following:

" 460.120 PACE organization to dedl with
complaints.
* formal written grievance process * formal written grievance process
* notification to participants * notification to participants
* minimum requirements on the grievance | * timeliness of grievance processing
process. **The protocol does not address any
* continuance of care minimum reguirements, continuance of
* explanation of the process care, process explanation, or anadysis of
* anayss of grievance information grievance information.
PACE The regulations set requirements on the For the appeal's process, the protocol
Organizatiorss PACE organization for gppeds, including: | requiresthat:
Appeals Process * that aformal, written process exist
" 460.122 *the participant be informed of higher

* that participants be provided
information on the appeal s process fter a
denid

* certain minimum requirements that must
be met

* notification of interested parties

* sarvices provided during the apped

right to apped.

*recond deration of grievances be made
by persons not involved in the initid
determination

* does not address minimum appes
requirements.

* dl determinations adverse (in part or in

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
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* exigence of an expedited appeds whole) to the participant are forwarded
process to HCFA and the State Medicaid

* andydis of appedsinformation

agency, and if the determination is
reversed the PACE provider must take
gppropriate action in atimely manner.
The protocol does not prescribe
requirements for

andysis of gppedsinformation

Qudity Assessment
and Performance

Improvement Plan
" 460.130-132

The regulations require awritten Quality
Assessment and Improvement Plan, with
an annud review, that meets certain basic
requirements.

The protocol specifies awritten Quality
Assurance and Improvement plan, with
annua review by the program board.

Minimum
Requirements for
quality assessment
and performance

The regulations specify awide range of
specific objective measures to
demonstrate improved performance
The regulaions aso define the basis for

The protocol does not include specific
objective measures. 1t focuses on setting
standards to meet gpplicable licensing
and certification criteria, among others,

improvement outcome measures, st minimum levelson | and goas and objectives to guide

program performance, and require accuracy. activities, evauation, and correction. It

" 460.134 mentions that the QA plan will indude
measurable variables.

Internd Qudity The regulations specify: The protocol states that the QA plan

Assessment and * requirements on theimplementation of | shdl indude, & aminimum:

Performance the QA/PI plan

Improvement * the designation of a QA/PI coordinator | * the designation of a QA coordinator

Activities * thet all team members, eff, etc., are

" 460.136-140

fully informed and involved in the process
* that participants be encouraged to be
involved in QA/PI ectivities.

* that the PACE organization establish
committees, with community input, to aid
the QA/PI process.

* that the PACE organization meet certain
externd quality assessment requirements.

* process to review effectiveness of
PACE multidisciplinary teams

* participant involvement

* policies and procedures related to
establishing committees, with community
input, to aid the process.

* Board level accountability for overal
overgght of program activities and
review of the QA plan.

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
regulatory requirements.
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Hligihility to enrall in
a PACE program
" 460.150

The reguldions define digibility
requirements for PACE, including:

* age 55 or older

* resde in the service area of the PACE
organization

* be determined to need the level of care
required

* meet additional conditions under the
PACE program agreement.

* be ddleto live in the community without
jeopardizing hishher hedth.

The regulations note that PACE is not
restricted to Medicare/Medicaid
beneficiaries.

The protocol sets digibility requirements
for PACE, including:

* age 55 or older

* resdein the service area of the PACE
organization

* assessed by the PACE provider-s
multidiciplinary team,

* certified by the State Medicaid Agency
asdigible for nursng homelevd of care.
The protocol provides the option for the
PACE provider not to enroll those
participants whose hedth and safety
would be jeopardized by remaining in
their home and community.

Enrollment Process

The regulations set required activities to

The protocol requires a screening visit to

" 460.152 occur during the intake process, including | explain PACE, the lock-in provision,
the description of the program, disclosure | monthly fees, if any, and patient
of monthly premiums, and patient assessment.
assessment.
The regulations aso detail proceduresfor | Written notification is to be provided to
individua and HCFA natification in the the individud in the event that enrollment
event that enrollment is denied. is denied, with referrd to dterndive

agencies.

Enrollment The regulaions detal the minimum The protocol defined Enrollment

Agreement contents of the enrollment agreement Agreement dosdy followsthe

" 460.154 between the prospective participant and regulations, with the following notes:
the PACE Organization.

* Didribution of the Bill of Rightsis not
covered, though mentioned in other areas
of the protocol.

* Any discusson of spenddown liability
is presumably included in the conditions
for enrollment/disenrollment in
Medicare/Medicaid (€), as are the
conseguences of subsequent enrollment

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
regulatory requirements.




Topic Area PACE Regulations PACE Protocol
in Medicare/Medicaid programs.
Other Enrollment The regulations specify: The protocol requires.
Procedures * which items the PACE organization * after 9gning the Enroliment Agreemernt,
" 460.156-158 must give the participant following the didtribution of a copy of the

enrollment, including a copy of the
agreement, a membership card,
emergency information, and stickers for
Medicare and Medicaid cards.

* that the PACE organization submit
participant information to HCFA.

* that the PACE organization

agreement, a membership card,
emergency sticker, and stickersfor
Medicare and Medicaid cards

* Enrollment documents to be submitted
to HCFA and the State Medicaid
Agency.

* not covered in the enrollment

communicate any plan changesto the procedures
participant.
* thet the effective date of enrollment is * the effective date of enrollment to be
the first day of the cdendar month the first day of the calendar month
following the date the PACE organization | following the Sgning dete of the
receives the agreement. Enrollment Agreemen.
Continuation of The regulations define: The protocol covers enrollment duration.
Enrollment * enrollment duration
" 460.160 * the annua recertification requirement, * Annud recertification and continued
induding its waiver and Adeemed eligibility determination are not discussed.
continued digibility option.
* who makes the determination of
continued digibility (the State
administering agency in consult with the
PACE organization.)
Voluntary The regulations provide that aparticipant | The protocol states that a participant
Disenrollment may voluntarily disenroll & any time. may voluntarily disenrall & any time.
" 460.162
Involuntary The regulations provide reasons that alow | The protocol lists reasons for involuntary
Disenrollment for the involuntary disenrollment of a disenrollment of a participant as follows:
" 460.164 participant, including: * non-payment of amounts due

* non-payment of premiums
* disruptive behavior

* there exists a breakdown in the
physcian-team/participant relationship
such that the ability to furnish servicesis

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
regulatory requirements.
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* moving out of the service area

* participant no longer meets leve of care
requirements

* termination of the PACE program

* inability of PACE organization to offer
sarvices dueto loss of licensure or
contracts.

*The regulation a0 further defines
disruptive and threstening behavior, and
alowsfor disenrollment based on non-
compliant behavior. It dso provides that
the State adminigtering agency must
review dl involuntary disenrollments prior
to their taking effect.

serioudy impaired

* non-compliant behavior

* participant moves out of service area
* not discussed

* not discussed

* inability of the PACE program to offer
sarvices due to loss of licensure or
contracts.

* refuses to provide accurate financid
information, provides false information,
or illegdly trandfers assts.

* remains out of the service areafor
more than 30 days (absent other
arrangements).

Effective date of
disenrollment
" 460.166-168,172

The regulations require the following
actions when disenrolling a participant.
The PACE organization must:

* use the most expedient process dlowed
* coordinate with Medicare and Medicaid

* provide reasonable advance notice
* properly document reasons for
disenrollment and make such
documentation available to HCFA for
review.

The protocol requires the PACE
provider to:

* use the most expedient process
alowed

* include disenrollment proceduresin
contracts with HCFA and the State
Medicad Agency.

* not discussed

* document and make available to
HCFA and the State Medicaid Agency
al voluntary and involuntary
disenrollments.

Reingatement in
PACE
" 460.170

The regulations Sate that previoudy
disenrolled participants may be reenrolled,
and that a participant disenrolled for non-
payment of premiums may be reindtated if
the premiums are paid before the effective
date of the disenrollment.

A one-time only reinstatement for
voluntary disenrollessis dlowed, if the
participant meets the digibility
requirements. A participant will be
reenrolled if payment of the monthly fee
before the end of the month of
disenrollment is made.

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting

regulatory requirements.
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Medicare payment The regulations describe the principle of The protocol describes the monthly
to PACE payment, in that HCFA makesa capitation rate as equd to the Adjusted
organizetions prospective monthly payment (capitated | Average Per Capita Cost calculated by
" 460.180 for each Medicare participant in agiven HCFA adjusted by necessary frailty
sarvice area) to the PACE organization. factors.
* The monthly capitation rates are to be
adjusted by frailty factors necessary to * The capitation payment is fixed,
ensure comparability between PACE and | regardless of changesin the participant:=s
reference populations. hedth status.
*The regulations specify how the
capitation rate is determined, and that * HCFA procedures for accretions and
adjusments for actud participantswill be | deetions, payment mechanism, cost
made. finding, and risk sharing are included in
*The regulaions aso specify that HCFA | the PACE contract
will not pay for services for which * The PACE provider shdl accept the
Medicare is not the primary payer. The capitation payments as payment in full
PACE organization has the respongibility | and not charge HCFA or the participant,
for identifying which payers are primary to | except for the private pay premium.
Medicare, determining amounts to be
paid, and charging those payers
Medicaid Payment The regulations date that the State The protocol states that the monthly

" 460.182-184

adminigering agency shdl make a
prospective monthly payment to the
PACE organization capitated on the
number of Medicaid participantsin the
service area.

*The amount of thisfixed payment is
negotiated between the PACE
organization and the State agency, may be
renegotiated annudly.

*The PACE organization must accept this
payment as payment in full for any
Medicaid participant.

capitation payment is negotiated between
the PACE provider and the State
Medicad Agency.

* The capitation payment isfixed and
adjusted annually.

*The PACE organization must accept
this payment as payment in full for any
Medicaid participant.

PACE Premiums
" 460.186

The regulations limit the monthly premium
a PACE organization can charge a
participant:

* Medicare Parts A and B: premium

The protocoal ligts private pay premiums
asfollows

* Medicare only: premium equd to

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
regulatory requirements.
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equas Medicaid capitation amount Medicaid capitation.
* Medicare Part A only: premium equds | * Medicare and Medicaid with share of
sum of Medicaid and Medicare Part B cost: premium equal to share of cost
capitation rate relmbursement.
* Medicare Part B only: premium equals | * Medicare and Medicaid: no premium
sum of Medicaid and Medicare Part A
capitation rates * Medicaid only: no premium
* Medicaid only: no premium
Monitoring during The regulaions gate that HCFA will The protocol lists certain data collection
tria period conduct comprehensive annua reviews of | and reporting requirements during the
*460.190 the PACE organizatiorrs operations trial period, but with no reference to an
during the trid period, with a defined annud review with an ondte vigt.
Scope:
* ondtevigt
* review of participants charts
* interviews with staff, participants,
contractors, etc.
* observation of operations
* assessment of fiscal soundness
* assessment of service capacity
Ongoing monitoring | The regulations require that an The protocol recognizes externd
after trid period appropriate review by HCFA of the oversght activities to include:
" 460.192 PACE organization take place at least * aperiodic review of the financid satus
every 2 years. of the PACE provider,
* aperiodic on-site survey conducted at
least once every two years.
Corrective Action The regulations require the PACE The protocol states that procedures will

" 460.194-196

organization to take action to correct
identified deficiencies, with monitoring by
HCFA and possible sanction or
termination for non-compliance.

The regulations also require HCFA to
timdy tranamit the results of the review to
the PACE organization, where it must be
availablefor review by gaff and

participants.

be established to determine whether
corrective action has been taken by the
PACE provider to resolve deficiencies
identified during the on-gte survey.

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
regulatory requirements.
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Maintenance of The regulations require the PACE The protocol requires a standard set of
records and organization to collect and maintain data | participant-specific intake, assessment,
reporting of data and submit reports as required by HCFA | and utilization data, subject to change to
" 460.200 or the State adminigtering agency. The meet new HCFA or State Medicaid
regulaions include that the PACE Agency reporting requirements.
organization shdl:
* Theright for HCFA or its agent to
* provide access to dataand recordsto | review the datais preserved.
HCFA and the State agency, * Confidentiaity, sfeguarding of data,
* submit reports as requested and data retention are not discussed.
* safeguard dl data
* protect the confidentiaity of hedlth
informetion.
* retain records according to State law or
6 years after last entry
Participant hedth The regulations require the PACE At aminimum, the protocol requires
outcomes data organization establish and maintain a participant-specific utilization data
" 460.202 hedlth information system to produce updated to one month prior to the
reports required by HCFA. present. Thisdatais transmitted to
HCFA or its agent.
The protocal dlows HCFA or its agent
to provide training to the provider in the
use of data collection tools.
Financid The regulations ate that the PACE The protocol requiresa’Y TD Budgeted
recordkeeping and organization must provide financia vs. Actud Financid Report to be
reporting reports: submitted to HCFA on amonthly basis
requirements * udng the accrua badis of accounting during the first year, quarterly theregfter.
" 460.204 * with CPA certification
* containing certain specified information
* on aquarterly basis during the tria
period
Medicd records The regulations require that the PACE The protocol refersto participant specific
" 460.210 organization keep asngle, comprehengve | intake, assessment, and service utilization
medical record for each participant. The | data, coded according to the guiddines
regulations set forth basic reedability and | in the PACE Data Collection Manud.
content requirements, demand the prompt

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
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transfer of records when needed, and that
the records be authenticated.

Note: This document isintended for illustrative purposes only and should not be relied on for purposes of meeting
regulatory requirements.




